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DETAILED ACTION 

This Office Action is in response to Applicant's amendment filed on 29 IVlay 2007. 

Oath/Declaration 

The oath or declaration is defective. A new oath or declaration in compliance 
with 37 CFR 1 .67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

It does not state that the person making the oath or declaration acknowledges 
the duty to disclose to the Office all information known to the person to be 
material to patentability as defined in 37 CFR 1 .56. 

The correct statement should read "I acknowledge the duty to disclose information 

which is material to patentability of this application in accordance with Title 37, Code of 

Federal Regulations Section 1.56 ." 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 1-7, 9, and 11-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over LeMole'369 in view of Nobles et al. (US Patent 6,171,319) in 
further view of Burbank, et al. (US Patent 6,689,071). 

LeMole*369 teaches a device that creates an opening in a blood vessel for 
creating an anastomosis that contains a cutting mechanism (306), a seal (302) that can 
seal the opening in the blood vessel (Figure 12F), and a tool body (28, Figure 12F) that 
is coupled to the cutting mechanism and contains an inner lumen (see Figure 12F) that 
is capable of delivering a seal (see Figure 12D). LeMole'369 does not teach that the tool 
body and cutting mechanism are attached. Further, LeMole'369 does not teach that the 
cutting mechanism is an electrode. 

Nobles'319 teaches a device that contains a cutting mechanism (166) attached 
to a tool body (1 70) (Figure 21 and 23). The tool body has a lumen extending from a 
proximal end (towards 176) towards a distal end (towards 172) and the cutting 
mechanism is attached to the distal opening of the tool body (column 10, lines 48-58). It 
would have been obvious to one skilled in the art at the time the invention was made to 
modify the device taught by LeMole'369, by attaching the cutting mechanism to the 
distal end of the tool body, in order to provide structure to the device and provide a 
handle for the user while peri'orming the cutting operation. 
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LeMole'369 in view of Nobles'31 9 teaches the invention substantially as claimed, 
except that the cutting mechanism contains an electrode. Burbank'071 teaches a cutting 
device (102) that contains an electrode (126) because using RF energy to cut tissue is 
more efficient than cutting with a blade because it does not need to be frequently 
replaced like blades (column 2, lines 26-55). Regarding Claims 5-7, Burbank'071 
teaches a metallic conductor (128) (column 5, lines 6-18) that delivers RF energy 
(column 4, lines 50-55) to the electrode (128) (column 5, lines 34-40). It would have 
been obvious to one skilled in the art at the time the invention was made to modify the 
cutter taught by LeMole'369 with an RF cutter taught by Burbank'071 because RF 
cutters do not need to be replaced because they do not get dull. 

Claim 2: LeMole'369 teaches a tether (304) attached to the seal. 

Claim 3: LeMole'369 teaches a shaft (36) attached to the seal. 

Claim 4: LeMole'369 teaches a rod (36) attached to the seal. 

Claim 9: LeMole'369 teaches that the seal is a made of Mylar®, a known flexible 
material (column 8, lines 21-26). 

Claim 1 1 and 12: LeMole'369 teaches a shaft (36) that is capable of delivering 
the seal through the tool body (28). 

Claim 13 and 14: LeMole'369 teaches that the seal contains inflatable chambers 
(column 7, lines 58 to column 8, line 35). 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
LeMole'369 In view of Nobles'31 9 and Burbank'071, as applied to Claim 1, in 
further view of Fortune'231. 
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Lel\/lole'369 in view of Nobles'319 and Burbank'071 teach the limitations of 
Claims 8. except for the use of a coating. 

Fortune'231 teaches that the seal can have a coating because it improves 
adhesion of the sealing member to the vessel wall (paragraph [0045]). It would have 
been obvious to one skilled in the art at the time the invention was made to modify the 
seal taught by Lel\/lole'369 in view of Nobles'319 and Burbank'071 with a coating taught 
by Fortune'231 to improve bonding of the seal with the vessel wall and improve the 
quality of the seal. 

Claims 15*17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over LeMole'369 in view of Nobles'319 and Burbank'071, as applied to Claim 1, in 
further view of Blatter (US Patent 6,248,117). 

LeMole'369 in view of Nobles'319 and Burbank'071 teach the limitations of 
Claims 15-17 and 27-29, except for an opening. 

Blatter'1 17 teaches an opening (that wire 150 passes through) in the sealing 
member (160) in order to pass a wire for piercing the wall of a blood vessel (column 21 , 
lines 31-43). It would have been obvious to one skilled in the art at the time the 
invention was made to modify the seal of LeMole'369 in view of Nobles'319 and 
Burbank'071 with a hole taught by Blatter'1 17 in order to pass a piercing wire. 

Claims 10, 18 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over LeMole'369 in view of Nobles'319 and Burbank'071, as applied 
to Claim 1, in further view of Fortune, et al. (US Patent 2004/0215231). 
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LeMole'369 in view of Nobles'319 and Burbank'071 teach the limitations of 
Claims 10,18 and 20 except for the use of ribs in the sealing member (Claim 1 0), a 
plurality of sealing devices (Claim 18) and biodegradable sealing devices (Claim 20). 

Claim 10: Fortune'231 teaches that the sealing members contain a plurality of 
ribs (Figure 7) so it can be folded into a delivery configuration (paragraph [01 12]. It 
would have been obvious to one skilled in the art at the time the invention was made to 
modify the sealing member of LeMole'369 in view of Nobles'319 and Burbank*071 with 
the ribs taught by Fortune'231 so it can be folded into a delivery configuration. 

Claim 18: Fortune'231 teaches a sealing device that uses a plurality of sealing 
members (11,12) coupled to a delivery shaft (13) in which the sealing members are 
configurable into a delivery configuration (Figure 2-4) for passage into the blood vessel 
and a sealing configuration (Figure 5) for sealing the blood vessel. Fortune'231 teaches 
the use of a plurality of sealing members because they hold the plugging device in place 
and reduce the risk of the plug occluding the vessel that is being sealed (paragraph 
[0004], [0005]). It would have been obvious to one skilled in the art at the time the 
invention was made to modify the device of LeMole'369 in view of Nobles'319 and 
Burbank'071 with a plurality of sealing members taught by Fortune'231 in order to more 
securely attach the plugging member. 

Claim 20: Fortune'231 teaches the use of biodegradable sealing devices so they 
can be in place long enough to seal the puncture and then disintegrate (paragraph 
[0009]. It would have been obvious to modify the seal of LeMole'369 in view of 
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Nobles'319 and Burbank'071 by making it out of a biodegradable material so the seal 
can disappear on its own, as taught by Fortune'231 . 

Claim 21, 22, 24 and 26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over LeMole (US Patent 5,893,369) In view of Nobles'319. 

Claim 21 : LeMole'369 discloses a device that creates an opening in a blood 
vessel for creating an anastomosis that contains a cutting mechanism that contains a 
cutting blade (306), an inflatable seal (302) that can seal the opening in the blood vessel 
(Figure 12F, column 7, lines 58 to column 8, line 35), and a tool body (28, Figure 12F) 
that is coupled to the cutting mechanism and contains an inner lumen (see Figure 12F) 
that is capable of delivering a. seal (see Figure 12D). LeMole'369 does not teach that 
the tool body and cutting mechanism are attached. 

Nobles'319 teaches a device that contains a cutting mechanism (166) attached 
to a tool body (170) (Figure 21 and 23). The tool body has a lumen extending from a 
proximal end (towards 176) towards a distal end (towards 172) and the cutting 
mechanism is attached to the distal opening of the tool body (column 10, lines 48-58). It 
would have been obvious to one skilled in the art at the time the invention was made to 
modify the device taught by LeMole'369, by attaching the cutting mechanism to the 
distal end of the tool body, in order to provide structure to the device and provide a 
handle for the user while performing the cutting operation. 

Claim 22: LeMole'369 discloses a lumen (306, 308, 310) that is coupled to the 
inflatable chamber. 
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Claim 24: LeMole'369 discloses that the seal is a made of Mylar®, a known 
flexible material (column 8, lines 21-26). 

Claim 26: LeMole'369 discloses a shaft (36) that is capable of delivering the seal 
through the tool body (28), 

Claims 23 and 25 is rejected under 35 U.S.C. 103(a) as being unpatentable 
over LeMole'369 in view of Nobles'319, as applied to Claim 21, in further view of 
Fortune'231. 

LeMole*369 and Nobles'319 teach the limitations of Claims 23 and 25, except for 
the use of a coating (Claim 23) and ribs in the sealing member (Claim 25). 

Claim 23: Fortune'231 teaches that the seal can have a coating because it 
improves adhesion of the sealing member to the vessel wall (paragraph [0045]). It 
would have been obvious to one skilled in the art at the time the invention was made to 
modify the seal taught by LeMole'369 with a coating taught by Fortune*231 to improve 
bonding of the seal with the vessel wall and improve the quality of the seal. 

Claim 25: Fortune'231 teaches that the sealing members contain a plurality of 
ribs (Figure 7) so it can be folded into a delivery configuration (paragraph [01 12], It 
would have been obvious to one skilled in the art at the time the invention was made to 
use ribs in order to aid in the placing the sealing members in a delivery configuration. 

Claims 27-29 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over LeMole'369 in view of Nobles'319, as applied to Claims 21, in further view of 
Blatter' 117. 
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LeMole'369 and Nobles'31 9 teaches the limitations of Claims 27-29, except for 
an opening. 

Blatter'1 17 teaches an opening (that wire 150 passes through) in the sealing 
member (160) in order to pass a wire for piercing the wall of a blood vessel (column 21 , 
lines 31-43). It would have been obvious to one skilled in the art at the time the 
invention was made to modify the seal taught by Lel\/lole'369 with a hole taught by 
Blatter'1 17 in order to pass a piercing wire. 

Claims 48-57 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over LeMole'369 in view of Nobles'31 9 and in further view of Fortune'231. 

Claim 48 and 49: LeMole'369 teaches a device that creates an opening in a 
blood vessel for creating an anastomosis that contains a cutting mechanism (306), a 
seal (302) that can seal the opening in the blood vessel (Figure 12F), and a tool body 
(28. Figure 12F) that is coupled to the cutting mechanism and contains an inner lumen 
(see Figure 12F) that is capable of delivering a seal (see Figure 12D). LeMole'369 does 
not teach that the tool body and cutting mechanism are attached. 

Nobles'31 9 teaches a device that contains a cutting mechanism (166) attached 
to a tool body (170) (Figure 21 and 23). The tool body has a lumen extending from a 
proximal end (towards 176) towards a distal end (towards 172) and the cutting 
mechanism is attached to the distal opening of the tool body (column 10, lines 48-58). It 
would have been obvious to one skilled in the art at the time the invention was made to 
modify the device of LeMole'369, by attaching the cutting mechanism to the distal end 
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of the tool body, as taught by Nobles'319, in order to provide structure to the device and 
provide a handle for the user while performing the cutting operation. 

Further, LeMole'369 in view of Nobles'319 does not teach a plurality of seal 
members that are coated. Fortune'231 teaches a sealing device that uses a plurality of 
sealing members (11,12) coupled to a delivery shaft (13) in which the sealing members 
are configurable into a delivery configuration (Figure 2-4) for passage into the blood 
vessel and a sealing configuration (Figure 5) for sealing the blood vessel. Fortune'231 
teaches the use of a plurality of sealing members that are coated because they hold the 
plugging device in place and reduce the risk of the plug occluding the vessel that is 
being sealed (paragraph [0004], [0005]). Fortune'231 teaches that the seal can have a 
coating because it improves adhesion of the sealing member to the vessel wall 
(paragraph [0045]). It would have been obvious to one skilled in the art at the time the 
invention was made to modify the device of LeMole'369 in view of Nobles'319, with a 
plurality of sealing members as taught by Fortune'231 in order to more securely attach 
the plugging member. 

Claim 50: Fortune'231 teaches that the seal is made of a flexible material 
(paragraph [0019]) because it allows the seal to be put into a delivery configuration 
(paragraph [0023]). It would have been obvious to one skilled in the art at the time the 
invention was made to make the seals taught by Fortune'231 flexible so they can be 
delivered to a puncture. 

Claim 51: Fortune'231 teaches that the sealing members contain a plurality of 
ribs (Figure 7) so it can be folded into a delivery configuration (paragraph [0112]. It 
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would have been obvious to one skilled in the art at the time the invention was made to 
use ribs in order to aid in the placing the sealing members in a delivery configuration. 

Claims 52, 53, 54, 57: Fortune'231 teaches that the sealing members contain an 
opening (opening that accommodates element 13) in order to be delivered. Further, this 
opening can allow the delivery of an additional sealing plug (paragraph [01 12]) or a 
suture. It would have been obvious to one skilled in the art at the time the invention was 
made to have an additional opening to accommodate a delivery apparatus and/or a 
sealing plug. 

Claim 55: Fortune'231 teaches that the sealing members are stacked when in a 
delivery configuration (Figure 2) in order to accommodate the sealing members in a 
delivery tube. It would have been obvious to one skilled in the art at the time the 
invention was made to stack the sealing members order to accommodate the delivery 
configuration of the sealing members. 

Claim 56: Fortune'231 teaches that the sealing configuration comprises the seal 
members to be fanned out (Figures, 3, 5) in order to cover the puncture being sealed. 

Response to Arguments 
Applicant argues that the tool body is not coupled to the cutting mechanism in 
LeMole'369. This is not persuasive because it is clear from the figures that the the two 
devices are linked together, via, for example, element 30 in Figures 12d, 12e. However, 
in light of Applicant's amendment, the two devices are not explicitly connected. 
However, this argument is moot in view of the new grounds of rejection. 
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Regarding Appiicanf s arguments that Xhe seal openings are not disclosed for use 
in passing agents in Claims 15-17 and 27-29, this Is not persuasive because the seals 
contain openings that are capable of passing agents. 
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Conclusion . 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lindsey Bachman whose telephone number is 571-272- 
6208. The examiner can normally be reached on Monday to Thursday 7:30 am to 5 p*m, 
and alternating Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, LoAn Thanh can be reached on 571-272-4966. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-dlrect.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




